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Attn : Mr Arthur K. Yellin, FDA. 

From : H.K. Clhlla. 

Dear Mr Yellin. 

Mr An&w TSU-I of MNZGMA passed US your contact. 

Attached is a copy of comment for Docket No. OOD-1384. We have couriered the 
comment but wony whether it can reach FDA. by %4’h Oct. No one seem to have Dockezs 
Management Branch fax number. Andrew advised me to fax you, and check whether you 
can help us to fonuard to Do~ken Management Branch (HFA-305). 

The dctai I.: 
Dockers Management Branch. 
Docker No. OOD-1384. 

Picasc confirm back to u3 by cm&I ~c~;oo.iarin~.rn~. 

Many thanks in advance. 



19-OCT-2@@8 17:Q6 FROM QLLIFINCE RUEEER PRODUCT TO BB13014'l3EClE P.Q2 

DOCKET NO. OOD-1384 

Alliance Rubber Products SdaBhd.’ Alliance Rubber Products SdaBhd. 
tot 2716 & 2720, MK?, Kawz~.an Perindustian Uukit Panchor, 14300 Nibong Tebal, ukit Panchor, 14300 Nibong Tebal, 
Puhu Pinang, Malaysia. Company No. 52446-U 
Tel : (CM)-!%32235,59376’16 Fax ; (04)5932262,3322034 @-nail : allianc@po.jaring,my 
Your Ref : Our Ret: CWKl181000/18 Date : 18/10/2000 Page :I/2 

22034 @-nail : allianc@po.jaring,my 
1000/l 8 Date : 18/l O/2000 Page :I/2 

Dockets Managemcnl Brailch (HFA-305), 
Food and Drug AclurirljsUation [Docket No. OOD-I 3841 
5630 Fi& Lme, Room 1061, 
Rockville, MD20852, 
USA. 

Dear Sir/M&m, 

Re : Comment of Re&ivist Policy for medica t 8ioves “Guidance for Sweillance and 
Detention Without Physical Examination of %lrgeons and/or Patient ~XaminsrtjOKl 

Gloves” 

We would like to submit our comments : 

I _ The redicivist policy include all kind of medical gIovs as SUN item. For txamplc, a 
mantiacwer who manufacture latex exam. .$rlovcs nil rdrile exam. gloves, 
powdered or powder free, . . ., . ek, which may come out to 5-G types of different 
exat&ation gloves. If arry orle type of giovcs failed FDA inspection, this means all 
types will bc: ;rr detention list. Please note wc need to have different 5 1 OK for each 
di~~rcxll gloves. 

Which we find can be very unfair. For natural rubber Iatex exam. gloves and nitrile exam. 
gloves, these 2 items are product from different machine, process, control, ASTEVZ 
standard and material. Complctcly two different gloves. Moreover, &om powdered to 
powder free, or polFcr coated, there is an additional process or different process. 

Our comment is natural rubber Iatex exam. gloves and nitrile exam. gloves should be 
seperatcly. If &rile exam. gloves is on detention, latex exam. gloves from the: same 
manufacturer should not be on detention -list. 

And, if this can further differenriate as difE!rent type as powdered, powder free and 
polymer coated. 
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()mti~y cqmt to USA : Mantiaemrers exporr dX.Lent VO~ISWZ to US. Fdr 
&uf~mrcr like us which oust export volume to US per month can be export volume 
of another mqnufac’lurer for a year. And we cz~y many types of different gloves, the 
cba~~c~s for US to be on detenGon Iist is hi&r than manufacturer who export smaller 
volume or one type of gloves to USA 

2. 

3. From 01~ exp&nce, rhr: &nc t&n for inspection and release from FDA, somctimr 
can be very long rime. so1netimc, we as overseas manufacturer do nol lurow what i3 

the reason for g&l long delay. The same, we will only kIlOW That WC a~ On dctcntion 
list ds&tl& mu& later. h, which, for a manufacturer like US. al a&me WC will have 
shipment on SC& or ar$ing in US port: the timing can be complicate and unfair 20 

man~~rurcrs. 

WC hope J33.4 can look into this. As ~~017 Volume 15 ‘* bigger, the effect will be more 

3criou3. 

ce seriously taken into consi&r&tion. We hope our r;ommnt3 cm 4 

With best regards. 

Alfiacc Rubber Products Sdn. Hhd., 

. 
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